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E.O. 11652: N/A 

TAGS: BEXP, TBIO, AS 

SUBJECT: U.S. ACCEPTANCE OF YELLOW PHENOPTHALEIN 

REF: SYDNEY 3009 

1. FDA ADVISES THAT: 

(A) THE UNITED STATES PHARMACOPEIA (USP) XIX REVISION 
LISTS PHENOPTHALEIN AS AN INDICATOR. INDICATORS ARE RE- 
QUIRED IN THE PHARMACOPEIAL TESTS AND ASSAYS EITHER TO 
INDICATE THE COMPLETION OF A CHEMICAL REACTION IN VOLU- 
METRIC ANALYSIS OR TO INDICATE THE HYDROGEN ION CONCEN- 
TRATION (PH) OF A SOLUTION. 

(B) THE NATIONAL FORMULARY (N.F.) - 14TH EDITION LISTS 
PHENOPTHALEIN AS A CATHARTIC. THE DESCRIPTION SECTION 

OF THE MONOGRAPH STATES, "PHENOPTHALEIN OCCURS AS A WHITE 
OR FAINTLY YELLOWISH WHITE, CRYSTALLINE POWDER." THE 
SECTIOM, COLOR OF SOLUTION STATES, , A SOLUTION OF 500 MG 
OF PHENOPTHALEIN IN 30 ML OF ALCOHOL HAS NO MORE COLOR 
THAN MATCHING FLUID A." THIS IS A COLOROMETRIC STANDARD 
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WHICH INDICATES THE LIMIT OF ACCEPTABILITY OF PHENO- 


Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 04 MAY 2006 



Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 04 MAY 2006 

PTHALEIN, IN SO FAR AS COLOR IS CONCERNED, AS A COMPENDIAL 
DRUG. 

NEITHER U.S.P. OR N.F. HAVE RECEIVED PROPOSALS FOR 
"YELLOW PHEN OPTHALEIN. " ANY COLOR OTHER THAN THAT PRE- 
SCRIBED BY N.F. WOULD RENDER DRUG PRODUCT ADULTERATED 
UNDER SECTION 501(B) OF THE FEDERAL FOOD, DRUG AND COSMETIC 
ACT, AS AMENDED. 

3. SUGGEST BRITISH MEDICAL INDUSTRIES MAY WISH TO COR- 
RESPOND WITH DR. DANIEL BANES, UNITED STATES PHARMACOPEIAL 
CONVENTION, 12601 TWINBROOK PARKWAY, ROCKVILLE, MARYLAND 
20852. ROBINSON 
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